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DETAILED ACTION 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 

Claims 1 & 10 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claim 2 of U.S. Patent No. 6645181 in view of 
Stein (US Patent No. 3677246). Claim 2 of Patent No. 6645181 discloses all of the 
components of claim 1 of application 10/618894 except that the "pressurizing 
mechanism that pressurizes the container to move the fluid" does not consist of a 
"compression means for manually pressurizing the drug in the standard container". 
Even though the patent '181 does not claim the "manual compression means" attention 
is directed to Stein. Stein discloses an "injector" which has a manual compression 
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means for pressurizing the drug in the standard container as seen in figure 1 also see 
col. 2 lines 24-20. Therefore it would be obvious to one of ordinary skill in the art at the 
time of the invention to modify the "manual compression means" of Stein into the patent 
'181 reference in order to be able to better control the amount of compression the vial is 
placed under as well as to regulate the amount of drug flowing out of the container. 

Priority 

Applicant's claim for the benefit of a prior-filed application under 35 U.S.C. 1 19(e) 
or under 35 U.S.C. 120, 121 , or 365(c) is acknowledged. 

Information Disclosure Statement 

It is acknowledged that the applicant has not submitted an Information Disclosure 
Statement as of 1/1 1/2006. 

Specification 

The disclosure is objected to because of the following informalities: It is the 
Examiner's position that Applicant has evoked sixth paragraph, mean-plus-function 
language to define Applicant's invention in claim 1. Therefore the Examiner requires the 
Applicant to amend the specification pursuant to 37 CFR 1.75(d) and MPEP 608.01 (o) 
to explicitly state, with reference to the terms and phrases of the claim element, what 
structure, materials, and acts perform the function recited in the claim element. Please 
note that the MPEP clearly states, "Even if the disclosure implicitly sets forth the 
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structure, materials, or acts corresponding to the means-(or step-) plus-function claim 
element in compliance with 35 U.S.C. 112, first and second paragraphs, the PTO may 
still require the applicant to amend the specification pursuant to 37 CFR 1 .75(d) and 
MPEP 608.01(o) (Also see MPEP 2181 (Rev. 1, Feb. 2000)) 
Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 15 is rejected under 35 U.S.C. 102(b) as being anticipated by Stein (US 
Patent No. 3677246). Stein discloses a method of drug delivery comprising providing a 
housing 1 having a first port 12 that receives a standard container 3 of fluid along a first 
axis; manually pressurizing the fluid in the standard container 3 (see col. 2 lines 15-40); 
and manually moving an injection penetrating member 2f from a storage position to an 
injection position along a second axis, the injection penetrating member 2f being in fluid 
communication with the standard container 3 as seen in figure 1 . Note that it is not 
stated that the first and second axis can not be parallel nor coaxial the first and second 
axis can be parallel or coaxial. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-4, 10-12,14, & 15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Gross (US Patent No. 5814020) in view of Shaw (US Patent No. 
5389076). Gross discloses a discloses a "device for injecting a fluid into a living being" 
comprising a housing 10 having a penetrating member aperture having a first 
longitudinal axis in figure 2, a port 20 in said housing that receives a standard rigid 
container 19 which is seen as a rigid container that is standard for the device of figure 2 
and would be standard since it is known prior art that contains a drug 24, said port 20 
having a second longitudinal axis; compression means for manually pressurizing the 
drug in the standard container (see col. 8 lines 20-34); a gas impermeable sealing 
member 18; a penetrating member 14 moveable from a storage position seen in figure 2 
in the housing to an injection position seen in figure 4 extending outside the housing 
through the aperture; a channel (22, 23,12) that is part of a manifold in figure 2, that 
brings said penetrating member into fluid communication with the container, which 
comprises a second channel 13 to transfer the drug from the housing to the living being; 
wherein the first longitudinal axis and second longitudinal axis are not parallel nor 
coaxial. Even though Gross does not disclose a penetrating member retraction 
mechanism for retracting said penetrating member into said housing after delivering the 
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drug attention is directed to Shaw. Shaw discloses a "device for injecting a fluid into a 
living being" which discloses a penetrating member retraction mechanism for retracting 
said penetrating member into said housing after delivering the drug see figures 1-5, 
therefore it would be obvious to one of ordinary skill in the art at the time of the invention 
to incorporate the "retracting mechanism" of Shaw to the device of Gross in order to 
prevent the user or another from injury due to the needle. It is commonly known for 
injectors to have retracting mechanisms in order to prevent the risk of infection or injury 
to the user, medical personnel, sanitation employees and others who could come in 
contact with the device. 

With regards to claim 3 & 14, the reference further comprises an actuator 27 that 
displaces the penetrating member 14 from the storage position to an injection position 
(see col 9. lines 5-15). 

With regards to claim 4, where a plunger is defined as "a mechanical device that 
has a plunging or thrusting motion" wherein the actuator 27 includes a plunger 
mechanism on a first housing surface that displaces said member through the aperture 
on a second housing surface between the storage position and the injection position 
(see col 9. lines 5-15) wherein the thrusting motion of the device would cause this 
action. 

With regards to claim 10, the penetrating member is moveable from a storage 
position to an injection position by manual operation (see col. 9 lines 5-15). 

With regards to claim 15, the Gross reference clearly shows a method of 
providing a housing 10 having a first port 20 that receives a standard container 19 of 
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fluid 24 along a first axis; manually pressurizing the fluid in the standard container (see 
col. 8 lines 20-34); and manually moving an injection penetrating member from a 
storage position to an injection position along a second axis, the injection penetrating 
member being in fluid communication with the standard container as can be seen in 
figures 2 & 4. 

Claims 8 & 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gross (US Patent No. 5814020) in view of Shaw (US Patent No. 5389076) in further 
view of Dwyer (US Patent No. 3605744). Even though Gross does not disclose the 
penetrating member to extend in the range of 5-12 mm out of the housing in an injection 
position or to extend up to about 3 cm out of said housing in an injection position 
attention is directed to Dwyer. Dwyer discloses a device for adjusting the needle relative 
to the injector housing in order to obtain the depth of injection desired. Therefore, it 
would be obvious to one of ordinary skill in the art at the time of the invention to modify 
the device of Gross in view of Shaw with the depth adjustment components of Dwyer in 
order to inject the needle to the desired location in order to be able to deliver the drug to 
the necessary location. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Other references with retraction mechanisms are Levin et al 
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(Patent No. 4787891), Stradella (US Patent No. 6099503), & Wy rick (US Patent No. 
5665071). Another reference that discloses the depth adjustment for an injection is 
Hjertman et al (US Patent No. 5873856). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Benjamin Huh whose telephone number is 571-272- 
8208. The examiner can normally be reached on M-F: 9:00 AM - 4:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on 571-272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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